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Summary Statement of Deficiencies

D6004 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(a)(b)

The laboratory director is responsible for the overall operation and administration of 
the laboratory, including the employment of personnel who are competent to perform 
test procedures, and record and report test results promptly, accurate, and proficiently 
and for assuring compliance with the applicable regulations. (a) The laboratory 
director, if qualified, may perform the duties of the technical consultant, clinical 
consultant, and testing personnel, or delegate these responsibilities to personnel 
meeting the qualifications of 493.1409, 493.1415, and 493.1421, respectively. (b) If 
the laboratory director reapportions performance of his or her responsibilities, he or 
she remains responsible for ensuring that all duties are properly performed.

This STANDARD is not met as evidenced by:
Based on a review of the Automated Survey Processing Environment (ASPEN) Web 
116 database, observations, a review of the Centers for Medicare and the Medicaid 
Services Clinical Laboratory Improvement Amendments (CLIA) Application for 
Certification (Form CMS-116), staff interview, and lack of documentation, the 
laboratory director did not maintain compliance with the notification requirements at 
493.51, when the state agency was not notified within thirty days of a change in 
location when the laboratory moved to a new facility in March of 2025. The findings 
include: 1. Review of the ASPEN Web 116 database revealed that the laboratory's 
address was listed as 2131 N. Locust Ave., Lawrenceburg, TN 38464. 2. On April 30, 
2026, at 9:53 a.m., upon arrival at the address listed in the ASPEN Web 116, a sign 
was observed on the door of the facility that stated patients were seen at the facility 
located at 26 Moore's Lane, Lawrenceburg, TN. 3. Review of the survey Form CMS-
116 revealed that the laboratory's address was listed as 26 Moore's Lane, 
Lawrenceburg, TN 37464. 4. An interview with the histology/MOHS technician on 
April 30, 2026, at 10:30 a.m. revealed the laboratory moved to the new location in 
March of 2025 and testing was no longer performed at the previous location. 5. The 
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laboratory failed to provide documentation that the state agency was notified of the 
change in location. 6. The histology/MOHS technician confirmed the findings on 
April 20, 2026, at 12:36 p.m.


